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(57) Abstract 

A prefabricated urinary catheter and package assembly (10) for use in draining the bladder through the urethra comprising a package 
defining an elongate sealed catheter receiving chamber (25) carrying a urinary catheter with a guide arrangement (14) within the chamber 
to guide the catheter as it extends out of the package. Also disclosed is an arrangement to hold the catheter with respect to a guide so as to 
prevent inadvertent movement of the catheter with respect to the guide. Also disclosed is the method of fabricating the assembly and the 
method of using the assembly. 
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Title: PRELUBRICATED URINARY CATHETER AND PACKAGE ASSEMBLY 

BACKGROUND OF THE INVENTION 
This invention relates generally to urinary catheters and more jpasti£uU^\L*te 
prelubricated intermittent urinaiy catheter and package assemblies. 
5 Heretofore, single use catheters designed for intermittent or self catheterization 

have been supplied in various packaging configurations. Examples of such packaging 
arrangements are illustrated in the following patents: 



U.S. Pat, No, 


Inventor 


Issue Date 


Class/Subclass 


2^29360 


Salfisberg 


9/1943 


383/200 


2,552,870 


Scherer 


5/1951 


383/210 


2,856,932 


Griffitts 


10/1958 


206/364 


3,035,691 


Rasmussen et al. 


5/1962 


206/364 


3,642,126 


Kurtz et al. 


2/1972 


383/200 


3,648,704 


Jackson 


3/1972 


206/364 


3,910,410 


Shaw 


10/1975 


206/363 


3,934,721 


Juster et al. 


1/1976 


206/364 


4,140,127 


Cianci et al. 


2/1979 


206/364 


5,226,530 


Golden 


7/1993 


206/364 



To be used, the catheter was removed from the package and then used. One of the 
20 problems with such a packaging arrangement is that the catheter can easily become 
contaminated during removal from the package thereby transferring that contamination 
to the urethral tract as the catheter is used. Another problem is that the catheter itself 
must be handled as it is inserted in the urethral tract. This also contributed to the 
likelihood of contamination of the catheter to be transferred to the urethral tract. 
25 Other arrangements supplied a catheter kit with the catheter inside a urine 

collection bag. The catheter kit was then boused in a separate sterile package. 
Examples of such catheter kits are illustrated in the following patents: 



U t g, Pm, No, Inventor Issue Pate Class/Subclass 

4,204,527 Wuetal. 5/1980 206/364 

30 4,230,115 Walz, Jr. et al. 10/1980 206/364 

4,246,909 Wuetal. 1/1981 

4,652^59 O'Neil 3/1987 604/54 

5.147.341 Starke et al. 9/1992 604/349 
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These arrangements facilitated the manipulation of the catheter through the collection 
bag to insert the catheter into the urethral tract but required separate packaging to 
insure sterility of the catheter prior to use. 

Another problem with the prior art, especially where the catheter is inserted from 
a bag through which the catheter must be gripped for manipulation, is that the procedure 
requires relatively good dexterity on the part of the user to cany out the manipulation. 
Unfortunately, many users of intermittent catheterization do not have very good dexterity 
thus effectively preventing self catheterization by these users. 

Another problem associated with the prior art is that it is difficult to insure that 
the catheter is properly lubricated for insertion. This is because the lubricant is designed 
to liquify at body temperature and frequently becomes sufficiently liquid during storage 
to coat the inside of the package carrying the catheter and also the complete catheter. 
As a result, the prior art has frequently supplied the lubricant in a separate container. 
With most prior art prelubricated catheters, the catheter is stowed in a curved shape. 
Sometimes, the catheter retained this curved shape during use thereby making the 
catheter more difficult and uncomfortable to use. 

SUMMARY OF THE INVENTION 

These and other problems and disadvantages associated with the prior art are 
overcome by the invention disclosed herein by providing a urinary catheter and package 
assembly which provides a prelubricated catheter in a straight condition for intermittent 
use. This serves to facilitate the use of the catheter. The catheter is used without having 
to be completely removed from the package to reduce the likelihood of contamination 
and the package can be used as a drainage extension to further facilitate the use of the 
catheter. Guide means is provided to locate the catheter as it is extended from the 
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package to facilitate gripping the catheter and controlling its position relative to the 
package. Extension control means is provided to help the user manipulate the catheter 
within the package as it is being extended. The extension control means is designed to 
grip the catheter in such a way that the user does not have to maintain their grip on the 
catheter as the package is being moved relative to the catheter during manipulation for 
extension. The catheter is inserted using the packaging so that the user never has to 
touch the catheter itself. The packaging is such that the lubricant is applied to the 
projecting end of the catheter in the package in such a way as to insure that the catheter 
is adequately lubricated for use. Manually operated lubricate applicator means may be 
provided to insure that lubricant is forced onto the catheter within the package either 
before or during extension. Because the drainage end of the catheter can be left within 
one end of the packaging, the rest of packaging can be pulled over the drainage end of 
the catheter to act as a drainage extension for the catheter since the remaining lubricant 
within the packaging serves as a sufficient seal between the catheter and the packaging 
to prevent leakage. 

The apparatus of the invention is directed to a prelubricated urinary catheter and 
package assembly for use in draining the bladder through the urethra comprising a 
package with opposed first and second ends and defining a sealed elongate catheter 
receiving chamber therein extending for a minimum prescribed length along the length 
of the package; an elongate catheter with opposed projecting and drainage ends and a 
maximum length less than the minimum prescribed length of the catheter receiving 
chamber in the package, the catheter being carried in the sealed elongate catheter 
receiving chamber in a generally straight condition with the projecting end of the 
catheter located at that end of the catheter receiving chamber with the opening initiating 
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means so that the projecting end of the catheter can pass out of the catheter receiving 
chamber when a manual opening is formed in the end of the package; and guide means 
operatively associated with the first end of the package and defining a catheter guide 
passage oriented generally along the longitudinal axis through the package where the 
catheter receiving opening communicates with the elongate catheter receiving chamber 
and is operatively associated with the first opening initiating means so that the catheter 
receiving opening remains sealed until the package is manually opened whereupon said 
projecting end of the catheter slidably passes out of the catheter receiving chamber 
through the catheter receiving opening to guide the passage of the catheter out of the 
catheter receiving chamber. 

One or both of the ends of the package may include opening initiating means for 
controlling the manual opening of the catheter chamber at that end associated with the 
opening initiating means. The opening initiating means may include a tear initiating 
arrangement, a peel apart arrangement, or an axial cut in the end of the package. The 
opening initiating means may be constructed and arranged so as to not expose the 
catheter to a contaminated surface as it is extended from the package. 

The guide means may comprise a preformed guide member defining the catheter 
guide passage therethrough held in place within the sealed catheter receiving chamber 
adjacent the first end of the package. The guide member may be flexible or rigid. The 
guide means may alternatively comprise a guide strip bonded to one side of the package 
at the first end so that the guide strip lies adjacent the sealed catheter receiving chamber 
in the package before the package is opened and extends across the opening in the first 
end of the package when the package is opened, where the guide passage is formed by 
the guide strip defining a guide recess thereacross generally in alignment with the first 
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axis of the package and forming an opening thereinto along the length thereof facing the 
opposite side of the package and by the opposite of the package extending across the 
opening into the recess to close same. The guide strip may be affixed to the exterior 
or interior of the side of the package. Where the guide strip is affixed to the exterior 
of the package, that side of the package immediately adjacent guide strip is affixed to 
and extends into the guide recess in the guide strip to form a conforming recess therein 
matching the guide recess in the guide strip so that the catheter receiving opening is 
defined between the sides of the package. 

Gripping means may be provided for the user to grip the catheter at the guide 
means so as to longitudinally fix the catheter relative to the guide means. The gripping 
means may be incorporated in the guide means to facilitate manufacture and assembly 
of the package and catheter assembly. Alternatively, the catheter can be gripped by the 
user pressing that side of the package opposite the guide strip into the recess in the 
guide strip to frictionally engage the catheter between the guide strip and the opposite 
side of the package. 

The extension control means may comprise gripping members sized and 
configured so as to grip the catheter tube of the catheter sufficiently to require a 
minimum threshold force to move the catheter with respect to the extension control 
means. The minimum threshold force may be selected at a value such that the package 
can be moved relatively to the catheter when manually released yet the catheter can be 
gripped through the package to move the catheter through the extension control means. 
The extension control means may also be arranged so as to act as a one-way clutch 
mechanism to easily permit extension of the catheter from the package but to 
substantially prevent retraction of the catheter back into the package. The extension 
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control means may be incorporated in the guide means as control protrusions or may be 
a separate control member that cooperates with the guide means to engage the catheter. 

The lubricating means may include a lubricant reservoir formed in the package 
which carries a prescribed quantity of lubricant for application to the catheter during use. 
The catheter may also be lubricated with additional lubricant in the catheter receiving 
chamber and the catheter receiving passage of the guide means. The lubricating means 
may be constructed and arranged such that the user can manually press in on the 
package in the vicinity of the lubricant reservoir to force the lubricant onto the catheter 
as it passes the lubricant reservoir during extension of the catheter from the package. 
The guide means may also be constructed and arranged to permit the lubricant to be 
injected into the guide passage around the catheter from the lubricant reservoir. 

The package may be comprised of a base sheet of material in which a catheter 
receiving recess is formed with the recess opening onto one side of the sheet to form a 
loading opening extending along the length of the recess and with the catheter receiving 
recess having a length and cross-sectional size and shape corresponding to that of the 
catheter receiving chamber; and, a cover sheet of material covering the loading opening 
with the base sheet and the cover sheet sealed to each other around the loading opening 
to form the sealed catheter receiving chamber between the base sheet and the cover 
sheet. The seal between the base sheet and the cover sheet may be an adhesive or a 
heat weld formed with the material of the base sheet and cover sheet. The base sheet 
of material and the cover sheet of material may each define a projecting end section 
thereon located outboard of the seal with respect to the catheter receiving chamber, with 
the projecting end sections not connected to each other and with the opening initiating 
means located in the projecting end sections of the base and cover sheets outboard of 
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the seal. The lubricant may extend from that end of the catheter chamber at the 
projecting end of the catheter for about 1/4-1/2 the length of the chamber and the 
viscosity range of the lubricant may be selected so that the lubricant does not 
significantly flow along the length of the catheter at normal storage temperature but 
readily flows at normal body temperature. The guide means may be located within the 
package so that the projecting end of the catheter is located within the catheter receiving 
opening defined by the guide means when the catheter receiving chamber is sealed and 
the guide means may be constructed and arranged so that the catheter can be gripped 
through the package at the guide means by manually pressing opposite sides of the 
package together at the guide means with guide means constructed and arranged to 
normally maintain the catheter receiving opening at a cross-sectional size and shape 
larger than the cross-sectional diameter of the projecting end of the catheter when the 
package is manually released. The guide means may be affixed to the package so that 
the guide means is axially fixed relative to the package. The guide means may comprise 
a resilient tubular guide member having opposed ends thereon bonded to the package 
at said first end so that the tubular guide member lies within the sealed catheter 
receiving chamber in the package before the package is opened and projects out of the 
opening in the first end of the package when the package is opened, where the guide 
member defines the catheter receiving opening therethrough opening onto the opposed 
ends of the guide member so that the guide member will slidably pass therethrough, and 
where the guide member normally has a generally circular configuration in its relaxed 
condition so that the guide member can be manually pressed together to cause the guide 
member to grip the catheter and the guide member will return toward its normally 
relaxed condition when released to permit the catheter to pass therethrough. 
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Alternatively, the guide means may comprise a preformed guide strip bonded to one side 
of the package at the first end so that the guide member lies adjacent the sealed catheter 
receiving chamber in the package before the package is opened and extends along one 
side of the opening in the first end of the package when the package is opened with the 
guide member defining a recess thereacross generally in alignment with the first axis 
through the package and with that side of the package immediately adjacent the guide 
member affixed to and extending into the recess to form a conforming recess to the 
recess in the guide member so that the conforming recess formed in the side of the 
package has a cross-sectional size and shape to slidably receive the catheter therethrough 
to define the catheter receiving opening between the sides of the package whereby the 
guide member and that side of the package opposite the guide member can be manually 
pressed together to cause the catheter to be gripped through the sides of the package yet 
the catheter will be released to freely slide through the catheter receiving opening when 
the guide strip and the opposite side of the package are released to permit the catheter 
to pass therethrough. 

The method of packaging of the invention is directed to a method of packaging 
urinary catheters of a prescribed length and with a projecting end for use in catheterizing 
patients comprising the steps of: a) forming a primary recess in a base sheet of material 
sized to receive the catheter therein where the recess has a first end along with a 
secondary guide recess adjacent the first end to slidably guide the catheter; and, b) 
depositing a lubricant in the recess so that the lubricant extends from the first end of the 
recess a prescribed distance toward the opposite end of the recess and so that the 
lubricant does not overfill the recess when the catheter is also located in the recess. The 
method of packaging may also include the step of placing one of the catheters in the 
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recess so that the projecting end of the catheter is located at the first end of the recess 
prior to step b). The method of packaging may also comprise the steps of placing a 
cover sheet of material over the base sheet of material so that the cover sheet covers the 
recess; and, sealing the cover sheet to the base sheet around the recess so as to seal the 
recess with the catheter and lubricant therein. The method of packaging may also 
comprise the step of forming a weakened section in the base and cover sheets in the 
vicinity of the first end so that the first end of the package can be manually opened at 
the weakened section. 

The method of using the catheter and package assembly is directed to a method 
of using a urinary catheter carried within an elongate sealed package where the catheter 
has a projecting end located at a first end of the sealed package and a discharge end 
opposite the projecting end, and where guide means is provided within the sealed 
chamber at the first to guide the catheter out of the chamber, and lubricant is provided 
within the package about the projecting end of the catheter comprising the steps of a) 
making a first opening through the first end of the package of a sufficient size for the 
projecting end of the catheter to pass therethrough; b) making a second opening through 
the package in the vicinity of the discharge end of the catheter; and, c) after the first and 
second openings are made, manually extending the projecting end of the catheter out of 
the package by manually gripping and releasing the catheter within the chamber through 
the guide means while manipulating the catheter through the package. 

These and other features and advantages of the invention will become more 
clearly understood upon consideration of the following detailed description and 
accompanying drawings wherein like characters of reference designate corresponding 
parts throughout the several views and in which: 
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BRIEF DESCRIPTION OF THE DRAWINGS 

Fig. 1 is a perspective view of a urinary catheter and package assembly 
incorporating the invention; 

Fig. 2 is an exploded perspective view of the urinary catheter and package 
assembly of Fig. 1; 

Fig. 3A is an enlarged side view of the projecting end of the assembly of Fig. 1; 

Fig. 3B is an enlarged side view of the drainage end of the assembly of Fig. 1; 

Fig. 4 is an enlarged cross-sectional view taken generally along line 4-4 in Fig. 3A; 

Fig. 5 is an enlarged perspective of the guide structure of that embodiment of the 
invention seen in Fig. 1; 

Fig. 6 is an enlarged end view of the guide structure seen in Fig. with the catheter 
passing through it; 

Fig. 7 is a cross-sectional view taken along line 7-7 in Fig. 6 without the catheter 
in the guide passage; 

Fig. 8 is the cross-sectional view of Fig. 7 with the catheter in the guide passage; 

Fig. 9 is a cross-sectional view similar to Fig. 7 illustrating a second embodiment 
of the extension control mechanism; 

Fig. 10 is the cross-sectional view of Fig. 9 with the catheter in the guide passage; 

Fig. 11A is an enlarged side view of the projecting end of a second embodiment 
of the invention; 

Fig. 1 IB is an enlarged side view of the drainage end of the invention of Fig. 11B; 
Fig. 12 is an enlarged perspective view of the second embodiment of the guide 
structure shown in Fig. 11; 
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Fig. 13 is an enlarged perspective view illustrating a third embodiment of the 
extension control mechanism for use with the second embodiment of the guide structure 
seen in Fig. 12; 

Fig. 14 is an enlarged side view of the third embodiment of the extension control 
5 mechanism seen in Figs. 11-13; 

Fig. 15 is an enlarged end view of the guide structure of Fig. 11 with the third 
embodiment of the extension control mechanism being used to control the movement of 
the catheter; 

Fig. 16 is an enlarged cross-sectional view taken along line 16-16 in Fig. 15; 
10 Fig. 17 is an enlarged perspective view illustrating a fourth embodiment of the 

extension control mechanism for use with the second embodiment of the guide structure 
seen in Fig. 12; 

Fig. 18 is an enlarged side view of the fourth embodiment of the extension control 
mechanism seen in Fig. 17; 
15 Fig. 19 is an enlarged end view of the guide structure of Fig. 17 with the fourth 

embodiment of the extension control mechanism being used to control the movement of 
the catheter; 

Fig. 20 is an enlarged cross-sectional view taken along line 20-20 in Fig. 19; 
Fig. 21 is an enlarged side view of the first embodiment of the invention seen in 
20 Figs. 1 and 2 being assembled; 

Fig. 22 is a perspective view of a fifth embodiment of the urinary catheter and 
package assembly of the invention; 

Fig. 23 A is an enlarged, side view of the projecting end of the assembly of Fig. 22; 
Fig. 23B is an enlarged side view of the drainage end of the assembly of Fig. 22; 
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Fig. 24 is an enlarged cross-sectional view taken generally along line 24-24 in Fig. 

23A; 

Fig. 25 is an enlarged perspective view of the projecting end of the assembly of 
Fig. 22 illustrating the package in a sealed condition; 

Fig. 26 is a view similar to Fig. 25 illustrating the end of the package having been 
opened to expose the tip of the catheter; 

Fig. 27 is an enlarged perspective view of the projecting end of sixth embodiment 
of the catheter and package assembly of the invention in a sealed condition; 

Fig. 28 is a view similar to Fig. 27 illustrating the catheter and package assembly 
having been opened to expose the tip of the catheter; 

Fig. 29 is a perspective view of the assembly of Fig. 1 illustrating both ends of the 
catheter being extended from the package; 

Fig. 30 is a perspective view of the assembly of Fig. 22 illustrating both ends of 
the catheter being extended from the package; 

Fig. 31 is a perspective view illustrating the package arranged as a drainage 
extension; and, 

Fig. 32 is a schematic view illustrating the fabrication of the fifth embodiment of 
the catheter and package assembly of the invention. 

These figures and the following detailed description disclose specific embodiments 
of the invention, however, it is to be understood that the inventive concept is not limited 
thereto since it may be embodied in other forms. 

DETAILED DESCRIPTION OF ILLUSTRATIVE EMBODIMENTS 

Referring to the drawings, several embodiments of the catheter and package 
assemblies are shown as well as several embodiments of the package, guide means, 
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gripping means, extension control means, and lubricating means. A first embodiment 10 
of the catheter and package assembly is illustrated in Figs. 1-8, a second embodiment is 
illustrated in Figs. 9-10, a third embodiment 210 is illustrated in Figs. 11-16, a fourth 
embodiment is illustrated in Figs. 17-20, a fifth embodiment 410 is illustrated in Figs. 22- 

5 26, and a sixth embodiment 510 is illustrated in Figs. 27 and 28. A first embodiment 11 
of the package is illustrated in Figs. 1-10 and 20, a second embodiment 111 of the 
package is illustrated in Figs. 11-19, a third embodiment 211 is illustrated in Figs. 22-26, 
and a fourth embodiment 311 is illustrated in Figs. 27 and 28. A first embodiment 14 
of the guide means is illustrated in Figs. 1-3A and 4-10, a second embodiment 1 14 of the 

10 guide means is illustrated in Figs. 11-18, a third embodiment 214 of the guide means is 
illustrated in Figs. 22-26, and a fourth embodiment 314 of the guide means is illustrated 
in Figs. 27 and 28. A first embodiment 15 of the gripping means is illustrated in Figs. 
1-10, a second embodiment 115 is illustrated in Figs. 22-26, and a third embodiment 215 
is illustrated in Figs. 27-28. A first embodiment 16 of the extension control means is 

15 illustrated in Figs. 1-8, a second embodiment 116 is illustrated in Figs. 9 and 10, a third 
embodiment 216 is illustrated in Figs. 11-16, and a fourth embodiment 316 is illustrated 
in Figs. 17-20. A first embodiment 18 of the lubricating means is illustrated in Figs. 1-8, 
a second embodiment 118 is illustrated in Figs. 11-13, and a third embodiment 218 is 
illustrated in Figs. 22-31. 

20 Turning to Figs. 1-4, it will be seen that the catheter and package assembly 10 

includes package 11, a catheter 12 carried in the package 11, guide means 14 adjacent 
one end of the package 11, gripping means 15 on the guide means 14, extension control 
means 16 also on the guide means 14, and lubricating means 18 around a portion of the 
catheter 12 in the package 11. The guide means 14 helps the user guide the catheter 12 
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as it is extended from the package 1 1 while the gripping means 15 facilitates the user 
gripping the catheter 12 through the package for manipulating the catheter within the 
package. The extension control means 16 serves to prevent the catheter 12 from being 
inadvertently retracted back into the package 11 when the package is moved relative to 
5 the catheter for extension from the package. The lubricating means 18 serves to 
prelubricate the catheter 12 so that the catheter 12 is ready to use as it is extended from 
the package 11. 

The package 11 has an elongate rectilinear shape with opposed first and second 
end portions 21 and 22 respectively and opposed side portions 24. The package 11 has 

10 an overall length L, and an overall width Wj as best seen in Fig. 1. The package 11 
defines a sealed elongate catheter receiving chamber 25 therein about the longitudinally 
extending first axis A x through the package. The sealed elongate catheter receiving 
chamber 25 extends along the first axis A, from the first end portion 21 to the second 
end portion 22 so that the chamber 25 has a minimum prescribed length Lj as will 

15 become more apparent. Thus, the package 11 projects beyond the chamber 25 on both 
ends for a projection distance D, also seen in Fig.l. 

The package 11 is formed with a base sheet 30 and a cover sheet 31 of material 
which is at least semiflexible and which does not allow contaminates to pass therethrough 
to maintain the catheter 12 in a sterile condition until ready for use. Preferably, at least 

20 one of the sheets 30 and 31 is made of flexible transparent or translucent plastic of the 
type commonly used in the medical products industry to maintain medical products 
sterile. A number of different materials may be used for one or both sheets 30 and 31 
without departing from the scope of the invention. The kind of materials will also 
depend on the method by which the package 11 is to be opened as will become more 
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apparent. The sheets 30 and 31 are illustrated with common lengths 1^ and common 
widths W,. 

The catheter receiving chamber 25 is formed between the sheets 30 and 31 with 
the sheets 30 and 31 sealed together around the chamber 25 with a composite seal 

5 indicated generally at 32. The seal can be formed by any convenient means such as with 
a heat activated adhesive for the seal 32 or by heat sealing the sheets directly to each 
other as illustrated in Fig. 11 for the seal 132. Typically, where the package 10 is to be 
opened by peeling the sheets 30 and 31 apart as illustrated in Figs. 1-4, a heat activated 
strippable adhesive is used to form the seal 32 with the material commonly used for the 

10 sheets 30 and 31 being a coextrusion of polyvinylchloride (PVC) and polyethylene. 
Where the package is to be opened by tearing as illustrated for the package 111, a 
polyethylene is typically used with an oriented grain for the sheets 130 and 131. The 
sheets 130 and 131 are heat sealed directly to each other. The polyethylene material is 
such that, once a tear is started, the sheets will tear straight across the package to form 

15 a straight edge at the tear. It will be appreciated that the seals 32 or 132 can be 
interchanged with each other without departing from the scope of the invention. 

As seen in Figs. 1-4, the composite seal 32 comprises a primary package forming 
seal 34 and a closing seal 35. The primary package forming seal 34 is used to form the 
basic package 1 1 but leaves the catheter receiving chamber open at the first end portion 

20 21 of the package so that the catheter 12 and guide means 14 can be loaded into the 
package. The closing seal 35 serves to seal the catheter receiving chamber 25 after the 
catheter and guide are loaded. 

The package forming seal 34 has opposed side sections 36 that extend along 
opposite sides of the package 11 and an end section 38 at the second end portion 22 of 
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the package 11 joining the side sections 36 to close the catheter receiving chamber 25 
at the second end portion of the package. The closing seal 35 joins the side sections 36 
at the first end portion 21 of the package 11 to close the catheter receiving chamber. 
As best seen in Figs. 3A and 3B, the catheter receiving chamber 25 has different 
5 coaxially arranged subchambers to maintain the catheter 12 and guide means 14 in place 
within the package 11. A lubricant subchamber 40 of chamber 25 is formed in the 
package 11 at the first end portion 21 and forms part of the lubricating means 18. A 
guide retaining subchamber 41 of chamber 25 is formed in the package adjacent the 
lubricant subchamber 40 and communicates with the subchamber 40 through a smaller 

10 central opening 42 formed by first separation projections 44 in the side sections 36 of 
seal 34. A catheter subchamber 45 of chamber 25 is formed in the package 11 adjacent 
that side of the guide retaining subchamber 41 opposite the lubricant subchamber 40 and 
communicates with the subchamber 41 through a smaller central opening 46 formed by 
second separation projections 48. The end section 38 of the primary seal 34 forms a 

15 discharge subchamber 49 of chamber 25 in the package 11 at that end of the catheter 
subchamber 45 opposite the guide retaining subchamber 41. The discharge subchamber 
49 forms an extension of the catheter subchamber 45 and projects into the second end 
portion 22 of the package 11. 

Each side section 36 of the primary seal 34 has a side portion 50 which extends 

20 along the length of the chamber 25 with the first and second separator projections 44 and 
46 projecting inwardly therefrom. Third separator projections 51 form a portion of the 
lubricant subchamber 40 on that side of the subchamber 40 opposite the guide retaining 
subchamber 41. The projections 51 define a loading opening 52 therebetween through 
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which the catheter 12 and guide means 14 are loaded into the package 11 as will become 
more apparent. 

The size of the lubricant subchamber 40 is determined by the amount of iubricant 
needed for application to the catheter 12 as will become apparent. The guide retaining 
5 subchamber 41 is sized so that the guide means 14 will be captivated therein as will 
become more apparent. The catheter subchamber 45 is sized to locate the catheter 12 
within the guide means 14 as will become more apparent. The discharge subchamber 
49 is sized and configured to direct urine out of the chamber 25 when the package 11 
is used as an extension to the catheter 12 and to prevent the catheter 12 from 

10 inadvertently dropping out of the package 11 when the end portion 22 is opened as will 
become more apparent. The loading opening 52 as well as the central openings 42 and 
46 are sized so that the guide means 14 in a collapsed condition can pass therethrough 
for loading as will become more apparent. 

The end section 38 joins the side portions 50 of the side sections 36 at the second 

15 end portion 22 of the package 11 and extends out from the end of the chamber 25 a 
distance less than the projection distance D, so that the sheets 30 and 31 project beyond 
the ends of the chamber 25 to form nonattached projecting end portions 60 and 61 in the 
sheets 30 and 31 respectively outboard of the end section 38 of the seal 34. The end 
portions 60 and 61 form part of the second opening initiating means 62 and are adapted 

20 to be manually gripped to facilitate the opening of the discharge end of the package 11 
as will become apparent 

As best seen in Figs. 1 and 3A, the dosing seal 35 serves to close the loading 
opening 52 between the separator projections 51 to seal the catheter receiving chamber 
25. The closing seal 35 extends across the full width of the package 11 and is provided 



WO 98/06642 PCT/US97/14130 

18 

with a confining projection 65 that extends from the base band 66 of the seal 35 toward 
the lubricant subchamber 40. The projection 65 defines a recess therein forming a 
reduced diameter passage 68 centered on axis A t and opening into the lubricant 
subchamber 40. The opposite end of the passage 68 is initially closed by the base band 
66 to maintain the catheter receiving chamber 25 sealed. As will become more apparent, 
the closed end of the passage 68 is opened when the user opens the package 11 to allow 
the catheter 12 to move out through the passage 68. 

The closing seal 35 extends out from the end of the chamber 25 a distance less 
than the projection distance Dj so that the sheets 30 and 31 project beyond the ends of 
the chamber 25 at the first end portion 21 to form nonattached projecting end portions 
70 and 71 in the sheets 30 and 31 respectively outboard of the closing seal 35. The end 
portions 70 and 71 form part of the first opening initiating means 72 and are adapted to 
be manually gripped to facilitate the opening of the first end portion 21 of the package 
11 as will become apparent 

The opening initiating means 62 and 72 are designed to facilitate the manual 
opening of the ends of the catheter receiving chamber 25 as seen in Figs. 1-3. The 
opening initiating means 62 and 72 are designed to make the package 11 easy to open 
manually for persons who may have limited manual dexterity and to confine the opening 
to the ends of the package 11. To open the ends of the catheter receiving chamber 25, 
the user grasps the unattached end portions 60 and 61 or 70 and 71 and pulls the sheets 
30 and 31 apart until the seal 32 has been peeled back far enough to open the end of 
the chamber 25 as will become more apparent 

The catheter 12 corresponds to those catheters currently in use for intermittent 
catheterization. Catheter 12 has a projecting end 54 and an opposed drainage end 55, 
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and includes an elongate catheter tube 56 typically equipped with an enlarged funnel 58 
at the drainage end 55. The tip of the catheter tube 56 at the projecting end 54 is closed 
and equipped with an inlet opening adjacent the tip to the drain passage that extends 
from the inlet opening along the length of the catheter tube 56 and out of the end of the 
5 funnel 58. The length L3 of the catheter 12 is determined by the physical size of the 
patient with which the catheter is to be used. A typical length for catheters 12 designed 
for use with both men and women is about 17-18 inches. The length Lj thus determines 
the length Lj of the catheter receiving chamber 25 which must be longer than the length 
of the catheter 12 so that the catheter 12 will be stowed in the package 11 in a straight 

10 condition. The catheter tube 56 is round and the funnel 58 is also typically round. The 
funnel 58 has the largest cross-sectional dimension D 3 while the catheter tube 56 has a 
smaller diameter D 4 . The cross-sectional diameter D 4 varies depending on the size of 
the catheter and typically ranges from 6-22 French. 

The discharge subchamber 49 formed in the chamber 25 has a conical portion 59 

15 therein at the end of the catheter subchamber 45 that tapers down to a discharge passage 
64 coaxially aligned with the axis A,. The discharge passage 64 has a diameter less than 
the funnel diameter D 3 so that the funnel 58 will not pass out of the discharge passage. 
Initially, the outer end of the discharge passage 64 is closed by the end section 38 of the 
seal 34 but is opened when the second end portion 22 of the package 11 is opened as 

20 will become more apparent. The passage 64 allows the urine to drain out of the package 
11 when it is used as a drainage extension as will become more apparent. If the user 
wants to use the package as a drainage extension, the user grasps the unattached end 
portions 60 and 61 and pulls the sheets 30 and 31 apart until the end section 38 of the 
primary seal 34 has been peeled back only far enough to open the end of the passage 
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64. If, on the other hand, the user wants to slide the package 11 up over the funnel 58 
to allow the urine to drain directly out of the discharge end 55 of the catheter, the user 
continues to pull the sheets 30 and 31 apart to peel back the end section 38 of the 
primary seal 34 until the conical portion 59 has been opened sufficiently for the end 
portion 22 of the package 11 to pass over the funnel 58. 

The guide means 14 best seen in Figs. 1-8 assists the user in being able to control 
the position of the catheter tube 56 as it is extended out of the package 11. Because the 
cross-sectional size of the recess catheter receiving chamber 25 is considerably larger 
than that of the catheter tube 56, the catheter tube 56 tends to slip around within the 
chamber 25 as it is being extended from the package. The guide means 14 is located at 
that end of the package 11 at which the projecting end 54 on catheter 12 is located and 
serves to guide the catheter tube 56 as it is being extended to facilitate the user 
controlling the catheter tube. As best seen in Fig. 5, the guide means 14 includes a 
cylindrical tubular guide member 75 having a central axis A 2 and defining a guide 
passage 76 therethrough concentrically about axis A 2 with a diameter large enough for 
the catheter tube 56 to freely pass therethrough but smaller than the diameter of the 
funnel 58 to prevent its passage therethrough. The material for the guide member 75 
is selected so that the guide member is substantially rigid. 

A guide holding arrangement 78 is provided on the member 75 for use in 
interconnecting the guide means 14 to the package 11 to keep the guide means 14 fixed 
relative to a portion of the package. The arrangement 78 includes a pair of diametrically 
outwardly projecting flanges 79 joined to the guide member 75 through a bendable joint 
80 so that the flanges 79 can be moved between an erected position in which the flanges 
79 are oriented normal to the axis \ as seen in Figs. 1 and 2 and a stowed position in 
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which the flanges 79 are bent over to a position generally parallel to the axis A 2 as seen 
in Fig. 21. This allows the guide means 14 to be inserted into the chamber 25 through 
the loading opening 52 as illustrated in Fig. 21 with the flanges 79 stowed and then bent 
outwardly with an appropriate erection tool (not shown) after the flanges 79 become 
5 aligned with guide retaining subchambers 41 so that the flanges 79 are captivated in the 
subchambers 41 and thus locate the guide means 14 relative to the package 11 with the 
guide axis A 2 in alignment with the package axis A x as seen in Figs. 1 and 2. 

The gripping means 15 best seen in Fig. 5 is mounted on the guide means 14 and 
projects outwardly therefrom along the guide axis A 2 . The gripping means 14 includes 

10 a pair of opposed, spaced apart gripping flanges 81 flexibly connected to that end of the 
guide member 75 facing the catheter subchamber 45. The flanges 81 have a convenient 
length to permit the user to press inwardly on the flanges through the package 11 to grip 
the catheter 12 between the flanges 81 to positively lock the catheter 12 to the gripping 
means 15. When the flanges 81 are released, the natural resiliency of the material from 

15 which the flanges 81 are formed moves them back apart to release the catheter tube 56. 

The extension control means 16 best seen in Figs. 5-8 is also mounted on the 
guide means 14. The extension control means 16 is a one-way clutch which permits the 
catheter 12 to be extended from the package 11 but substantially prevents the catheter 
12 from being retracted back into the package 11 once extended. The extension control 

20 means 16 comprises a plurality of check members 82 on the inside of the guide member 
75 and projecting into the guide passage 76. While different numbers of check members 
82 may be used without departing from the scope of the invention, three are illustrated 
for extension control means 16. 
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The check members 82 are equally spaced around the inside of the guide member 
75 and are arranged in a common plane normal to the guide member axis A 2 . Each of 
the check members 82 includes a sloped surface 84 that faces the catheter subchamber 
45 when the guide means is installed in the package 11 and a normal surface 85 that 
faces in the opposite direction to the sloped surface 84. The surfaces 84 and 85 intersect 
to form a check edge 86 projecting into the guide passage 76. The height H t of each of 
the check members 82 is selected so that the check edges 86 subtend a circle inside the 
guide passage 76 of diameter D 5 as best seen in Fig. 7. The diameter D 5 is selected so 
that it is smaller than the smallest catheter tube diameter D 4 with which the extension 
control means is to be used. The check members 82 are illustrated as substantially rigid 
so that the check edges 86 are tightly forced against the surface of the catheter tube 56 
due to the natural resiliency of the catheter tube maintaining the tube forced against the 
edges 86. The sloped surfaces 84 allow the catheter tube 54 to slide past the check 
members 82, however, the normal surface 85 serves to cause the check edges 86 to bite 
into the catheter tube and prevent it from being retracted back into the package 11. 
This facilitates the use of the catheter 12 because the user does not have to worry about 
the catheter being withdrawn as that portion of the package 1 1 spaced from the guide 
means 14 is shifted relative to the catheter 12 so that the catheter can be inserted further 
by again grasping the catheter through the package and advance the catheter relative to 
the guide means 16. 

It will be appreciated that different sizes of the check members 82 may be 
necessary to accommodate the different size ranges of catheter tubes 56 although one 
size of check members 82 may accommodate more than one size of catheter tube 
depending on the resiliency of the catheter tube itself. Moreover, it will be appreciated 
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that the check members 82 may be fabricated so that they are sufficiently resilient to 
accommodate a broader range of sizes for the catheter tubes 56 without departing from 
the scope of the invention. 

It will also be appreciated that the extension control means 16 should remove the 
5 minimum amount of lubricant from the surface of the catheter tube 56. The check 
members 82 accomplish this by having narrow rounded check edges 86 as best seen in 
Fig. 6 so that the contact between the check members 82 and the catheter tube 56 is 
minimized. 

The lubricating means 18 best seen in Figs. 1-3 A comprises the lubrication 
10 subchamber 40 and a lubricant 28 in the subchamber 40. The closing seal 35 closes the 
subchamber 40 leaving the passage 68 when the first end of the package 11 is opened. 
Because the sheets 30 and 31 are flexible, the user can either deliberately squeeze the 
package 11 at the subchamber 40 or inherently squeeze the package 11 in the vicinity of 
the subchamber 40 as the catheter 12 is being extended. This forces the lubricant 28 
15 around the catheter tube 56 as it passes through the subchamber 40 to insure that the 
lubricant coats the catheter tube 56. Because each portion of the catheter must pass 
through the lubrication subchamber 40 after it passes the extension control means 16, any 
lubricant 28 removed from the tube 56 is replenished before the catheter tube 56 passes 
out of the package 11 during use. 
20 The second embodiment of the catheter and package assembly utilizes those 

components of the first embodiment except a second embodiment of the extension 
control means is utilized. Figs. 9 and 10 illustrate the second embodiment 116 of the 
extension control means. The extension control means 116 is also mounted on the guide 
means 14. The extension control means 116 will allow movement of the catheter 12 in 
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either direction through the guide means 14 but serves to prevent movement of the 
catheter 12 relative to the guide means 14 until a minimum axial force is applied to the 
catheter tube 56. The threshold vaiue of the force required move the catheter tube 56 
relative to the guide means 14 is selected sufficiently high so that the package can be 
moved relative the catheter tube without moving the catheter tube 56 with respect to the 
guide means 14 yet sufficiently low so that the catheter tube 56 can be moved relative 
to the guide means 16 when the catheter tube 56 is grasped through the package 11 to 
advance or retract the catheter tube. 

The extension control means 116 comprises a plurality of limit members 182 on 
the inside of the guide member 75 and projecting into the guide passage 76. While 
different numbers of limit members 182 may be used without departing from the scope 
of the invention, three are also illustrated for extension control means 116. 

The limit members 182 are also equally spaced around the inside of the guide 
member 75 and are arranged in a common plane normal to the guide member axis 
Each of the limit members 182 includes a first sloped surface 184 that faces the catheter 
subchamber 45 when the guide means is installed in the package 11 and a second sloped 
surface 185 that faces in the opposite direction to the sloped surface 184. The surfaces 
184 and 185 intersect to form a rounded retention edge 186 projecting into the guide 
passage 76. The height Hj of each of the limit members 82 is likewise selected so that 
the retention edges 186 subtend a circle inside the guide passage 76 of diameter D 5 . The 
diameter D 5 is selected so that it is smaller than the smallest catheter tube diameter D 4 
with which the extension control means is to be used. The limit members 182 are also 
illustrated as substantially rigid so that the retention edges 186 are tightly forced against 
the surface of the catheter tube 56 due to the natural resiliency of the catheter tube 
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maintaining the tube forced against the edges 186. The sloped surfaces 184 and 185 
allow the catheter tube 54 to slide in either direction past the limit members 182 when 
the threshold value is exceeded in the pushing force on the catheter tube 56. This also 
facilitates the use of the catheter 12 because the user does not have to worry about the 
catheter being withdrawn as that portion of the package 11 spaced from the guide means 
14 is shifted relative to the catheter 12 but the catheter tube 56 can be extended or 
retracted by grasping the catheter through the package and pushing on the catheter tube 
with a force exceeding the threshold value. 

It will be appreciated that different sizes of the limit members 182 may be 
necessary to accommodate the different size ranges of catheter tubes 56 although one 
size of limit members 82 may accommodate more than one size of catheter tube 
depending on the resiliency of the catheter tube itself. Moreover, it will be appreciated 
that the limit members 182 may be fabricated so that they are sufficiently resilient to 
accommodate a broader range of sizes for the catheter tubes 56 without departing from 
the scope of the invention. 

like the check members 82, the limit members 182 also should remove the 
minimum amount of lubricant from the surface of the catheter tube 56. The limit 
members 182 also accomplish this by having narrow rounded retention edges 186 so that 
the contact between the limit members 182 and the catheter tube 56 is minimized. 

The third embodiment 210 of the catheter and package assembly is shown in Figs. 
11-16. The assembly 210 includes the same catheter 12 but the second embodiment 1 1 1 
of the package is used along with a second embodiment 114 of the guide means and a 
third embodiment 216 of the extension control means. Also a second embodiment 118 
of the lubricating means is used. 
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The package 111 has sheets 130 and 131 joined together by the seal 132 to form 
the catheter receiving chamber 125 therein. As explained hereinabove, the seal 132 is 
a heat weld directly bonding the sheets 130 and 131 together. The sheets 130 and 131 
are made out of the oriented polyester material so that it will tear straight as will 
become more apparent The catheter receiving chamber 125 has the same guide 
retaining subchamber 41 and catheter subchamber 45 as the first embodiment of the 
package. The seal 132 has the same primary package forming seal 34 as the first 
embodiment of the package. The closing seal 135 extends to the end of the package 111 
as best seen in Fig. 11A with the band 166 extending the full width of the package and 
the confining projection 165 extends to the close the lubricant subchamber 140. The 
projection 165 also defines a recess therein but the reduced diameter passage 168 

centered on axis Aj and opening into the lubricant subchamber 140 is sized to receive 

* 

the guide means 114 as will become more apparent 

The second embodiment 172 of the first opening initiating means on the package 
111 is a pair of notches 174 cut into opposite sides of the package 1 11 at the path P, at 
which the first end portion 121 is to be torn to open the package. The material of sheets 
130 and 131 is such that the package 111 will tear straight across from either one of the 
notches 174. The first pair of notches 174 is located so that the package 111 will tear 
across the passage 168 to open it and expose the guide means 1 14 as will become more 
apparent In the event the user wants to use the catheter 12 without the guide means 
114, the opening initiating means 172 also includes a second pair of notches 174' located 
on opposite sides of the package 111 along path P 2 . Path P 2 extends across the 
projections 46 so that the package 111 will tear to release the guide means 114 so that 
it can be removed from the catheter 12. The second embodiment 162 of the 
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second opening initiating means on the package 111 is also a pair of notches 160 cut into 
opposite sides of the package 111 at the path P 3 normal to axis Aj at which the second 
end portion 122 is to be torn to open the discharge end of the package. The package 
111 will thus tear straight across from either one of the notches 170. The first pair of 
5 notches 160 is located so that the package 111 will tear across the passage 64 to open 
it and allow urine to drain from the catheter subchamber 45 while preventing the 
catheter 12 from inadvertently falling out of the package 111. In the event the user 
wants to expose the funnel 58 to allow the urine to drain directly out of the discharge 
end 55 of the catheter, a second set of notches 161 are provided. The notches 161 are 
10 located on opposite sides of the package 111 along path P 4 . Path P 4 extends across the 
side sections 36 at the juncture of the end section 38 of the primary package forming seal 
34 so that the package 111 will tear to open up the end of the catheter subchamber 45 
to release the funnel 58 so that the end portion 22 of the package 111 to pass over the 
funnel 58. 

15 The second embodiment 1 14 of the guide means also includes a cylindrical tubular 

guide member 175 having a central axis \ and defining a guide passage 176 
therethrough concentrically about axis A 2 with a diameter large enough for the catheter 
tube 56 to freely pass therethrough but smaller than the diameter of the funnel 58 to 
prevent its passage therethrough. The material for the guide member 175 is also 

20 selected so that the guide member is substantially rigid. The guide tube 176, however, 
is longer than that of guide member 75 so that the guide member will extend across the 
lubricant subchamber 140 into the passage 168. It will be seen that the length of the 
guide member 175 is such that the projecting end 188 of the member 175 extends past 
the path F r so that the end 188 of the guide member 175 will project out of the package 
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111 when the package is torn along the path P,. The catheter tube 56 can exit the 
package 111 through the now exposed end of the guide member 175 so that the catheter 
is not exposed to a contaminated surface as it extends from the package 111. 

The guide means 114 uses the same guide holding arrangement 78 as the first 
embodiment 14. The guide holding arrangement 78 is located adjacent that end of the 
guide member 175 facing the catheter subchamber 45 as seen in Fig. 11 A. 

The guide member 175 defines a pair of diametrically opposed slots 189 through 
the side wall thereof as best seen in Figs. 12 and 16. The slots 189 are located in 
registration with the lubricant subchamber 140 so that lubricant in the subchamber 140 
can flow into the guide passage 176 to coat the catheter tube 56 passing therethrough as 
will become more apparent. The slots 189 also function as part of the extension control 
means 216 as will become more apparent. 

The extension control means 216 as best seen in Figs. 12-16 includes a resilient 
retention member 282 that projects through the slots 189 in the guide member 175 into 
the guide passage 176 to engage the catheter tube 56 passing through the guide member 
175. The retention member 282 is a spring member with a semi-circular base section 290 
that extends around the outside of the guide member 175 between the slots 189. 
Opposite ends of the base section 290 are provided with inwardly projecting retention 
sections 291 that extend through the slots 189 into the guide passage 176. Each of the 
sections 291 includes a short positioning leg 292 seen in Figs. 13 and 16 that bears 
against the edge of the slot 189 to check the movement of the retention member 282 
toward the catheter subchamber 45. The legs 292 lie in the same plane as the base 
section 290. Each of the retention sections 291 also include a first sloped leg 284 
integral with the projecting end of the positioning leg 292 that angles inwardly from the 
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plane of the base section 291 and leg 292 with a prescribed included angle A 3 seen in 
Fig. 14. The projecting end of the first sloped leg 284 is integral with a second sloped 
leg 285 through a curved section 286. The second sloped leg 285 defines a prescribed 
included angle A 4 with the first sloped leg 284 seen in Fig. 14 so that the curved section 
5 286 will bear against the catheter tube 56 passing through the guide passage 176 and the 
projecting end of the leg 285 will extend back into the slot 189. Hie spacing distance D 5 
between the curved sections 286 as seen in Fig. 14 is less than the outside diameter D 4 
of the catheter tube 56 so that the curved sections 286 will resiliently bear against the 
outside of the catheter tube 56. The spring constant of the retention member 282 is 

10 selected so that the minimum threshold value of the axial force necessary to move the 
tube 56 relative to the retention member 282 is greater than the force exerted on the 
catheter tube 56 when that portion of the package 111 along the catheter subchamber 
45 spaced away from the guide means 114 is moved relative to the catheter tube as is 
necessary when the package and catheter are manipulated with respect to each other 

15 during extension of the catheter 12 from the package 111. On the other hand, the 
minimum threshold value is less than the axial force which can be reasonably exerted on 
the catheter tube 56 when the user manually grips the catheter tube 56 through the 
package 111 even though the catheter tube may be coated with lubricant 

It will be seen that the retention member 282 can be designed to accommodate 

20 a wide range of catheter tube sizes. Further, because of the relative small cross-sectional 
diameter of the member 282, any removal of the lubricant from the surface of the 
catheter tube 56 as it passes the member 282 is minimized. 

The lubricating means 118 also comprises the lubricant subchamber 140 with 
lubricant 28. The subchamber 140 is substantially closed around the guide member 175 
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so that, when the package 111 is manually pressed in the vicinity of the lubricant 
subchamber 140, the lubricant 28 will be forced through the slots 189 in the guide 
member 175 into the guide passage 176 around the catheter tube 56. This insures that 
the catheter tube will be well lubricated for use. 

The fourth embodiment of the catheter and package assembly includes a fourth 
embodiment 316 of the extension control means best seen in Figs. 17-20. The extension 
control means 316 also includes a resilient retention member 382 that projects through 
the slots 189 in the guide member 175 into the guide passage 176 to engage the catheter 
tube 56 passing through the guide member 175. The retention member 382 is a spring 
member with a semi-circular base section 390 like the base section 290 of the third 
embodiment of the extension control means. Opposite ends of the base section 390 are 
provided with inwardly projecting retention sections 391 that extend through the slots 189 
into the guide passage 176. Each of the sections 391 includes a short positioning leg 392 
seen in Figs. 17 and 20 that bears against the edge of the slot 189 to check the 
movement of the retention member 382 toward the catheter subchamber 45. The legs 
392 lie in the same plane as the base section 390. Each of the retention sections 391 
also includes a sloped leg 384 integral with the projecting end of the positioning leg 392 
that angles inwardly from the plane of the base section 390 and leg 392 with the 
prescribed included angle A 3 seen in Fig. 18. The projecting end 385 of the sloped leg 
384 has a check end surface thereon normal to the leg axis. This forms a check edge 386 
that allows the catheter tube 56 to slide past the retention sections 391 out of the 
catheter subchamber 45 but bites into the surface of the catheter tube if the catheter 
tube tries to retract back into the catheter subchamber 45. 
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It will be seen that the retention member 382 can be designed to accommodate 
a wide range of catheter tube sizes. Further, because of the relative small cross-sectional 
diameter of the member 382, any removal of the lubricant from the surface of the 
catheter tube 56 as it passes the member 382 is minimized. 

The fifth embodiment 410 of the catheter and package assembly is seen in Figs. 
22-26. The catheter and package assembly 410 includes a third embodiment 211 of the 
package, the catheter 12, a third embodiment 214 of the guide means, a second 
embodiment 115 of the gripping means, and a third embodiment 218 of the lubricating 
means. 

The package 211 also has an elongate rectilinear shape with opposed first and 
second end portions 221 and 222 and opposed side portions 224. The package 21 1 has 
an overall length and an overall width W 21 as best seen in Fig. 22. The package 211 
defines sealed elongate catheter receiving chamber 225 therein about the longitudinally 
extending first axis A 21 . The catheter receiving chamber 225 extends along the first axis 
A 21 from the first end section 221 to the second end section 222 so that the chamber 225 
has a minimum length corresponding to the length of the catheter 12. Thus, the 
package 211 projects beyond the catheter receiving chamber 225 for projection distance 
D 21 seen in Fig. 22. As will become more apparent, the catheter receiving chamber 225 
has a cross-sectional size and shape as seen in Fig. 24 larger than the maximum diameter 
D 3 of the funnel 58 so that the package 211 can be pulled along the length of the 
catheter 12 for the package 211 to act as a drainage extension. 

The package 211 is formed of the base sheet 230 and cover sheet 231 of a 
material similar to that of the first embodiment of the package. The sheets 230 and 231 
also have the same length and width as the package 211. The sheets 230 and 231 are 



WO 98/06642 PCT/US97/14130 

32 

heat sealed with a strippable heat seal 232 that extends around the catheter receiving 
chamber 225. The heat seal 232 has side sections 234 along the sides of the chamber 
225 that extend from the side edge of the chamber 225 to the adjacent side portion 224 
of the package 21 1. The heat seal 232 also includes end sections 235, each of which joins 
5 the side sections 234 and projects out from the end of the chamber 225 a distance less 
than the projection distance D 21 so that the sheets 230 and 231 project beyond the ends 
of the chamber 225 to form nonattached projecting end portions 260 and 261 in opposite 
end portions 221 and 222 of the sheets 230 and 231 respectively. The end portions 260 
and 261 are adapted to be manually gripped to peel the ends of the package 211 apart 

10 like the package 11. The end portions 260 and 261 at the first end portion 221 of the 
package 211 thus form the first opening initiating means 272 while the end portions 260 
and 261 at the second end portion 222 of the package 211 form the second opening 
initiating means 262. 

In the embodiment shown, the base sheet 230 has a preformed recess 240 formed 

15 therein with the length as seen in Fig. 22, an interior depth as best seen in Fig. 
24, and an interior width also best illustrated in Fig. 24. As will become more 
apparent, the depth D n and width are selected to be larger than the maximum cross- 
sectional dimension of the catheter 12 so that all of the catheter will lie within the 
confines of the recess 240 as seen in Fig. 4. While the particular interior cross-sectional 

20 shape of the recess 240 may be varied to suit the particular maximum exterior cross- 
sectional shape of the catheter 12, the recess 240 illustrated has a U-shape with a 
rounded bottom. While not meant to be limiting, the recess 240 is illustrated as having 
a substantially constant cross-sectional shape along the major portion of its length except 
at the guide means 214. The recess 240 opens onto that side of the base sheet 230 facing 
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the cover sheet 231 to form a loading opening 241 seen in Figs. 23B, 25 and 26 through 
which the catheter 12 and the lubricant are loaded into the recess 240. 

The cover sheet 231 spans the recess 240 and is generaiiy planar in the 
embodiment illustrated. Those juxtaposed portions of the sheets 230 and 231 along 
5 opposite sides of the package 211 are heat sealed to form the side sections 234 of the 
seal 232 with a transverse width as seen in Fig. 23A. On the other hand, only that 
part of the juxtaposed portions of the sheets 230 and 231 adjacent the catheter receiving 
chamber 22S at opposite ends of the package 211 are heat sealed to form the end 
sections 235 of the seal 232 with a transverse width W 24 as seen in Figs. 23A and 23B. 

10 The width is less than the width so that it is easier to peel apart the end 
sections 235 than the side sections 234 for the opening of the chamber 225 to usually be 
confined to the ends thereof as will become more apparent. 

The guide means 214 on the catheter and package assembly 410 is located at that 
end of the package 211 at which the projecting end 54 on catheter 12 is located and 

15 serves to guide the catheter tube 56 as it is being extended to facilitate the user 
controlling the catheter tube. While the guide means may be embodied in a variety of 
forms without departing from the scope of the invention, it is illustrated as a guide strip 
275 seen in Figs. 22-26. 

The guide strip 275 extends across the package 211 adjacent the first end 221 

20 thereof and serves to guide the catheter tube 56 as it is being extended by the user. The 
guide strip 275 has a central guide axis defined therethrough which is positioned 
generally parallel with the longitudinal axis of the package 21 1 as seen in Fig. 23A. 
The strip 275 has a central concave guide section 278 centered on the axis Ajj and a pair 
of opposed side flange sections 279 integral with opposite sides of the guide section 278 
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and projecting outwardly therefrom so that the sections 279 are coplanar. While 
different cross-sectional shapes may be used, the guide section 278 illustrated is U- 
shaped defining a guide recess 276 along the axis with an entrance opening 280 
thereto along the length of the recess 276. 

The guide strip 275 is secured to the sheet 230 at the first end portion 221 as seen 
in Fig. 22 so that the recess 276 faces the sheet 230 and the side flange sections 279 lie 
in juxtaposition with the sheet 230. The sheet 230 is forced into the recess 276 so that 
a conforming recess is formed in the sheet 230 that opens into the catheter receiving 
recess 225. The recess 276 is sized so that the catheter tube 56 will be slidably received 
therein inside the package 211 as seen in the drawings. The opposed sheet 231 spans 
the entrance opening 280 to keep the catheter tube 56 in place in the recess 276 so that 
the catheter tube 56 will be guided out of the package 211 by the guide recess 276. 

The gripping means 115 comprises the combination of the recess 276 in the guide 
member 275 and the flexible cover sheet 231. The user can grip the catheter tube 56 in 
the guide recess 276 by pressing in on the sheet 231 to force the tube 56 against guide 
member 276 to grip it 

The lubricating means 218 includes the lubricant 28 placed in a particular position 
within the package 211. The lubricant 28 is that typically used with catheters and is 
designed to liquify at body temperature. At storage temperature, however, the lubricant 
28 is sufficiently viscous so as not to significantly flow along the length of the catheter 
12 or chamber 225 in the package 21 1. While different viscosity parameters may be used 
without departing from the scope of the invention, a lubricant with a viscosity range of 
200,000400,000 cps at 20.25°C measured using Brookfield RVT, spindle 6, 2.5 rpm has 
performed satisfactorily. The lubricant 28 is located in the chamber 225 and extends 
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from that end of the chamber 225 at the first end 221 of the package 211 a distance 
as best seen in Fig. 22. The length of lubricant is selected such that a sufficient length 
of the catheter 12 will be lubricated for use. A typical length is 1/4-1/2 the length of the 
catheter 12. The lubricant 28 is evenly distributed along the distance with a sufficient 
5 quantity to adequately coat the catheter 12 but at the same time not sufficient to overfill 
the recess 240 in combination with the catheter tube 56 so that the lubricant 28 will not 
be squeezed out of the recess 240 when the cover sheet 231 is applied. While different 
quantities may be used, about 1-3 grams of lubricant has been found satisfactory. 

The sixth embodiment 510 of the catheter and package assembly is illustrated in 

10 Figs. 27 and 28. The assembly 510 utilizes a fourth embodiment 311 of the package. 
The package 311 uses the oriented polyethylene material for sheets 330 and 331 which 
are heat welded together to form the heat seal 332. The seal 332 has side sections 334 
and end sections 335 similar in shape to sections 234 and 235. 

Referring to Figs: 27 and 28, the first opening initiating means 372 is a cut 339 

15 through the projecting end portions 360 and 361 on the base and cover sheets 330 and 
331. The cut 339 extends from the end edges on the sheets 330 and 331 to the vicinity 
of the end section 335 of the seal 332 and is generally axially aligned with the first axis 
A 31 of the package 311. To open the end of the catheter receiving chamber 325, the user 
grasps the end portions 360 and 361 on opposite sides of the cut 339 and pulls outwardly 

20 transversely of the axis as indicated by the arrows. This causes the sheets 330 and 
331 to tear across the end section 335 of the seal 332 to form the opening to the end of 
the chamber 325 best seen in Fig. 28 so that the projecting end of the catheter 12 can 
be extended therethrough. 
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The assembly 510 includes the fourth embodiment 314 of the guide means and 
the third embodiment 215 of the gripping means as seen in Figs. 27 and 28. The guide 
means 314 includes a flexible tubular guide member 375 defining guide passage 376 
therethrough. The guide member 375 has enough resilience to recover to its generally 
circular shape when released as seen in Figs. 27 and 28 but can be squeezed inwardly 
manually by the user to grip the catheter tube 56 inside the member 375 to hold it 
relative to the guide member 375. Thus, the guide member 375 also acts as the gripping 
means 215. 
Using the invention 

To use the first embodiment of the catheter and package assembly 10, the user 
opens both ends of the catheter receiving chamber 25 at the opening initiating means 72 
and 62 as seen in Fig. 29. This allows the user to extend the projecting end 54 of the 
catheter 12 out of the passage 68 from the chamber 25 at the first end portion 21 of the 
package 11 by gripping the catheter 12 through the package 11 and collapsing the 
package 11 down around the catheter 12 as seen in Fig. 29. Still gripping the catheter 
12 through the package 11, the user can insert the catheter 12 through the urethra into 
the bladder. Hie extension control means 16 serves to prevent the catheter 12 from 
being withdrawn back into the package 11 as the package is straightened out along the 
catheter 12 to allow the user to again grip the catheter 12 through the package 11 and 
advance the catheter tube 56 further out of the package 11. The user continues to 
incrementally advance the catheter 12 out of the package 11 until the bladder is reached. 

If the user needs to drain the fluid directly out of the drainage end 55 of the 
catheter 12, the package 11 is pulled back over the funnel 58 as seen in Fig. 29 so that 
the drainage end 55 passes out through the passage 64 from chamber 25 as seen in Fig. 



WO 98/06642 PCT/US97/14130 

37 

29. This clears the drainage end 55 from the package 11 so that the fluid can drain 
directly out of the catheter 12 into a convenient receptacle. On the other hand, if the 
catheter 12 is not long enough to reach the receptacle to catch the fluid, the user can 
extend the package 11 over the catheter 12 so that it acts as a drainage extension for the 
5 catheter 12. As will become more apparent, the user pulls the package 11 along the 
catheter 12 while the funnel 58 remains in the chamber 25 so that the package 11 
projects out over the discharge end 55 of the catheter 12. In this position, the catheter 
12 drains into the chamber 25 in the package 1 1 and then drains out of the opposite end 
of the package 1 1 through the passage 64. 

10 The second embodiment of the catheter and package assembly is used similarly 

to the first embodiment. It will be appreciated that the extension control means 116 will 
allow the catheter 12 to be forcibly extended from or retracted into the package 11. 

The third embodiment 210 of the catheter and package assembly is used by 
tearing off the ends of the package 111 starting with one of the notches 174 or 174' at 

15 the first end portion 121 of the package and one of the notches 160 or 161 at the second 
end portion 122. Using the notch 174 tears across the package 111 along the path P, so 
as to expose the end of the guide member 175 to provide an uncontaminated outlet for 
the catheter 12 to exit the package. The catheter 12 is extended out of the package 111 
similarly to the first embodiment 10 of the catheter and package assembly. The 

20 extension control means 216 allows the catheter 12 to be extended from or retracted into 
the package 111. 

The fourth embodiment of the catheter and package assembly using the fourth 
embodiment 316 of the extension control means is used similarly to the third 
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embodiment The retention member 382 of the extension control means 316 prevents 
the catheter 12 from being retracted back into the package 111. 

To use the fifth embodiment 410 of the catheter and package assembly, the user 
opens both ends of the catheter receiving chamber 225 at the opening initiating means 
5 272 and 262 as seen in Fig. 30. This allows the user to extend the projecting end 54 of 
the catheter 12 out of the chamber 225 at the first end portion 221 of the package 211 
by gripping the catheter 12 through the package 21 1 and collapsing the package 1 1 down 
around the catheter 12 as seen in Fig. 30. Still gripping the catheter 12 through the 
package 211, the user can insert the catheter 12 through the urethra into the bladder. 

10 The user grips the catheter 12 at the gripping means 115 to prevent the catheter 12 from 
being withdrawn back into the package 211 as the package is straightened out along the 
catheter 12 to allow the user to again grip the catheter 12 through the package 211 and 
advance the catheter tube 56 further out of the package 211. The user continues to 
incrementally advance the catheter 12 out of the package 211 until the bladder is 

15 reached. 

If the user needs to drain the fluid directly out of the drainage end 55 of the 
catheter 12, the package 211 is pulled back over the funnel 58 as seen in Fig. 30 so that 
the drainage end 55 passes out of the chamber 225 through the second end portion 222 
as seen in Fig. 30. This clears the drainage end 55 from the package 211 so that the 
20 fluid can drain directly out of the catheter 12 into a convenient receptacle. On the other 
band, if the catheter 12 is not long enough to reach the receptacle to catch the fluid, the 
user can extend the package 211 over the catheter 12 so that it acts as a drainage 
extension for the catheter 12 as seen in Fig. 31. The user pulls the package 211 along 
the catheter 12 while the funnel 58 remains in the chamber 225 so that the package 211 
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projects out over the discharge end 55 of the catheter 12. In this position, the catheter 
12 drains into the chamber 225 in the package 211 and then drains out of the opposite 
open end portion 222 of the package 211. 
Manufacture 

5 The catheter and package assemblies incorporating the invention may be 

fabricated in any convenient way without departing from the scope of the invention. For 
purposes of illustration, the first embodiment 10 of the catheter and package assembly 
is shown being fabricated by initially making the package 1 1 with the primary seal 34 
leaving the loading opening 52 open as seen in Figs. 2 and 21. The catheter 12 is usually 

10 then partly inserted into the guide means 14 as seen in Fig. 21, the flanges 79 of the 
guide holding arrangement 78 folded back to the stowed position seen in Fig. 21, and the 
guide means 14 and catheter 12 combination inserted into the package 1 1 through the 
loading opening 52. After the guide means 14 reaches the vicinity of the guide retaining 
subchamber 41 in the package, the flanges 79 are erected back to their erected position 

15 as seen in Fig. 1 so that the flanges 79 extend into and are captivated in the subchamber 
41 to fix the guide means 14 with respect to that portion of the package 11. The closing 
seal 35 is then made to seal the package 11. 

The second embodiment of the catheter and package assembly uses the package 
11 and is fabricated like the first embodiment The third embodiment 210 of the 

20 catheter and package assembly uses a package 111 having a similar construction as the 
package 11 and this embodiment is also fabricated similarly to the first embodiment 10 
of the catheter and package assembly. The fourth embodiment of the catheter and 
package assembly uses the package 111 and is fabricated like the third embodiment. 
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The fifth embodiment 410 of the catheter and package assembly is illustrated 
being fabricated on a vacuum packaging machine. Fig. 32 illustrates the fabrication of 
the assembly 410 schematically. 

As seen in Fig. 32, the packages 211 of the assembly 410 are fabricated from a 
bottom web BW from which the base sheets 230 are cut and a top web TW from which 
the cover sheets 231 are cut The bottom web BW is unwound from a roll RBW and 
strips ST which will form the guide strips 275 are attached to the web BW at spaced 
apart positions corresponding to the location of the strip on each completed package 21 1. 
The thusly made web and strips passes through a vacuum forming station S„ a catheter 
loading station a lubricant loading station Sj, a cover sheet application station S 4 , a 
sealing station S 5 , and a cutting station S 6 . While different numbers of assemblies 410 
can be simultaneously made without departing from the scope of the invention, five 
assemblies 410 are illustrated as being made at once in Fig. 32. The bottom web BW 
is indexed through the stations S r S 6 sequentially stopping in those stations requiring 
processing while the web is stopped. 

In the vacuum forming station S,, the recesses 240 are vacuum formed in the web 
BW in conventional manner while simultaneously forming the recesses 276 in the strips 
ST. The web BW with the preformed recesses 240 is then indexed to the catheter 
loading station S2 where the catheters 12 are typically manually loaded into the recesses 
240 while the catheters 12 are in a substantially straight condition and with the projecting 
end 54 of the catheter leading. 

The lubricant loading station S 3 is provided with a lubricant dispensing 
arrangement LDA having a plurality of nozzles NZ, one nozzle NZ in alignment with 
each recess 240 in the bottom web BW as the bottom web BW passes thereunder while 
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it is being indexed through the station S 3 . The lubricant 28 is dispensed from the nozzles 
NZ in synchronization with the movement of the bottom web BW past the nozzles so 
that the desired amount of lubricant will be deposited onto the catheter 12 in the recess 
240 and evenly distributed from that end of the recess at the projecting end of the 
5 catheter for the prescribed distance L^. Hie cross-sectional size of the lubricant 28 and 
the catheter tube 54 combination at the point where lubricant is present is less than the 
cross-sectional size of the interior of the recess 240 so that no lubricant will be squeezed 
out of the recess 240 in between the juxtaposed portions of the sheets 230 and 231 when 
the top web TW is applied over the bottom web BW. 

10 As the bottom web BW with the catheters 12 and lubricant 28 loaded in the 

recesses 240 is indexed to the sealing station S 5 , it passes through the cover sheet 
application station S 4 where the top web TW from the roll RTW is applied over the 
bottom web BW so that the top web TW is in lateral and longitudinal registration with 
the bottom web BW. After the top web TW is applied, the top and bottom web 

15 combination is moved to the sealing section S 5 where the seals 232 around the recesses 
240 are formed. In the particular process illustrated, the seals 232 are formed by heat 
sealing the sheets 230 and 231 together with a conventional heat sealing device adapted 
to form the strippable adhesive seal 232 as set forth hereinabove. Alternatively, using 
polyethylene for the webs BW and TW will allow the sheets 230 and 231 to be heat 

20 welded together at the station S 5 to form the seal 232. 

The sealed bottom and top webs BW and TW are then indexed into the cutting 
station S 6 where the opening initiating means 272 and 262 are formed for the individual 
assemblies 410 and the individual assemblies 410 cut apart for use. As the sealed webs 
TW and BW move through the cutting station S 6 , they pass under the longitudinal cutters 
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LCT which slit the webs lengthwise and then the transverse cutter TCT cuts the packages 
211 apart to complete the fabrication process. 

To form the sixth embodiment 510 of catheter and package assemblies seen in 
Figs. 27 and 28, the opening initiating means 372 and 362 can be formed as part of the 
fabrication shown in Fig. 32. At the cutting station the cut 339 forming the opening 
initiating means may be made with an opening initiating cutter properly aligned to makes 
the cut 339 for both the first opening initiating means 372 and the second opening 
initiating means 362 at the same time. 

It will be appreciated that the teachings of the invention are not limited to the 
particular packages disclosed herein. For instance, the teachings with respect to the 
guide means, the extension control means, and the lubricating means can be applied to 
the assemblies shown in Patent No. 5,147,341 to produce a self-contained catheter 
assembly with a flexible collection bag which houses the catheter. Likewise, the 
teachings of the invention can be applied to virtually any flexible receptacle which carries 
the catheter therein for extension therefrom. 
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CLAIMS 

1. A prelubricated urinary catheter and package assembly for use in draining the 
bladder through the urethra comprising: 

a) an elongate package defining a longitudinally extending first axis 
therethrough, and including 

al) opposed first and second end portions thereon, and 

a2) a sealed elongate catheter receiving chamber defined therein 
extending along said first axis from said first end portion to said 
second end portion and having a minimum prescribed length; 

said package being manually openable at said first end portion to open 

said catheter receiving chamber; 

b) an elongate catheter having opposed ends and a maximum length less that 
said minimum prescribed length of said catheter receiving chamber in said 
package, defining a projecting end portion at one of said opposed ends and 
a drainage end portion at the other of said opposed ends, and defining a 
drainage passage therethrough extending from said projecting end portion 
to said drainage end portion, said drainage passage defining an inlet 
opening thereto at said projecting end portion and a discharge opening 
therefrom at said drainage end portion so that fluids in the bladder can 
drain therethrough when said projecting end portion of said catheter is 
inserted into the bladder through the urethra; said catheter carried in said 
sealed elongate catheter receiving chamber in a generally straight 
condition with said projecting end portion of said catheter located at said 
first end portion of said catheter receiving chamber so that said projecting 
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end portion of said catheter can pass out of said catheter receiving 
chamber when said first end portion of said catheter receiving chamber is 
manually opened; and, 
c) guide means operatively associated with said first end of said package and 
defining a catheter receiving guide passage within said catheter receiving 
chamber conforming generally in size and shape to said projecting end of 
said catheter and oriented generally along said first axis through said 
package, said catheter receiving guide passage communicating with said 
elongate catheter receiving chamber and operatively associated with said 
first end portion of said package so that said catheter receiving guide 
passage remains sealed until said first end portion of said package is 
manually opened whereupon said projecting end portion of said catheter 
can slidably pass out of said catheter receiving chamber through said 
catheter receiving guide passage to guide said catheter out of said catheter 
receiving chamber. 

2. The catheter and package assembly of Claim 1 wherein said package further includes: 

a3) first opening initiating means at said first end portion of said 
package for controlling the manual opening of said catheter 
receiving chamber at said first end portion of said package, and 

a4) second opening initiating means at said second end portion of said 
package for controlling the manual opening of said catheter 
receiving chamber at said second end portion of said package. 
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3. The catheter and package assembly of Claim 2 wherein said guide means is located 

within said catheter receiving chamber in said package so that said projecting end 
portion of said catheter is maintained within said catheter receiving guide passage 
when said catheter receiving chamber is sealed. 

4. The catheter and package assembly of Claim 2 further comprising: 

d) a gripping arrangement constructed and arranged so that said catheter can 
be selectively manually gripped within said package for manipulating said 
catheter and selectively extending said catheter from said package. 

5. The catheter and package assembly of Claim 1 further comprising: 

d) extension control means for permitting said catheter to move in a first 
direction through said guide passage so that said projecting end portion of 
said catheter can be selectively manually pushed out of said package 
through said guide passage, said extension control means further holding 
said catheter against movement in a second direction through said guide 
passage opposite said first direction to substantially prevent said projecting 
end portion of said catheter from being inadvertently retracted back into 
said catheter receiving chamber in said package as said catheter is 
manually manipulated in said package to selectively extend said catheter 
from said package. 

6. The catheter and package assembly of Claim 1 further comprising: 

d) extension control means for controlling the movement of said catheter 
through said guide passage so that said projecting end portion of said 
catheter can be selectively manually pushed out of said package through 
said guide passage, said extension control means including holding means 
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for substantially preventing movement of said catheter through said guide 
passage until an axial force greater than a prescribed minimum threshold 
level is applied to said catheter tending to move said catheter through said 
guide passage. 

7. The catheter and package assembly of Claim 6 wherein said prescribed minimum 

threshold level is selected to be sufficient to allow said flexible package to be 
moved relative to said catheter in said catheter receiving chamber to allow said 
catheter to be manually manipulated within said catheter receiving chamber so 
as to selectively extend said catheter from said package. 

8. The catheter and package assembly of Claim 1 further comprising: 

d) one-way clutch means for permitting said catheter to move in a first 
direction through said guide passage so that said projecting end portion of 
said catheter can be selectively manually pushed out of said package 
through said guide passage while substantially preventing movement of 
said catheter in a second direction through said guide passage opposite 
said first direction to substantially prevent said projecting end portion of 
said catheter from being retracted back into said catheter receiving 
chamber in said package. 

9. The catheter and package assembly of Claim 2 wherein said package is further 

constructed and arranged so as to define a second opening into said catheter 
receiving chamber when said second end portion of said package is manually 
opened through said second opening initiating means, said second opening having 
a cross-sectional size smaller that the cross-sectional size of said discharge end of 
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said catheter to prevent said discharge end of said catheter from passing 
therethrough while permitting urine to drain therethrough. 

10. The catheter and package assembly of Claim 1 further comprising: 

d) a prescribed quantity of lubricant; and 

e) means for causing said lubricant to be applied to said projecting end 
portion of said catheter for lubricating said catheter for use. 

11. The catheter and package assembly of Claim 5 further comprising: 

e) a prescribed quantity of lubricant; and 

f) means for causing said lubricant to be applied to said projecting end 
portion of said catheter for lubricating said catheter for use. 

12. The catheter and package assembly of Claim 11 further comprising: 

g) a gripping arrangement constructed and arranged so that said catheter can 
be selectively manually gripped within said package for manipulating said 
catheter and selectively extending said catheter from said package. 

13. The catheter and package assembly of Claim 11 wherein said package forther 

includes: 

al) a base sheet of material having a length and width corresponding to the 

length and width of said package; and 
a2) a cover sheet of material having a length and width corresponding to the 

length and width of said package, said base sheet and said cover sheet 

sealed to each other to form said sealed catheter receiving chamber 

between said base sheet and said cover sheet. 

14. A prelubricated urinary catheter assembly for use in draining the bladder through 

the urethra comprising: 
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a) a flexible receptacle defining a catheter receiving chamber therein; 

b) an elongate catheter received in said chamber having a projecting end 
portion for extension from said catheter receiving chamber in said 
receptacle; and, 

c) extension control means for controlling the movement of said catheter out 
of said catheter receiving chamber so that said projecting end portion of 
said catheter can be selectively manually pushed out of said recptacle, said 
extension control means including holding means for substantially 
preventing movement of said catheter out of said catheter receiving 
chamber until an axial force greater than a prescribed minimum threshold 
level is applied to said catheter tending to move said catheter out of said 
chamber. 

15. The catheter assembly of Claim 14 wherein said prescribed minimum threshold level 

is selected to be sufficient to allow said flexible receptacle to be moved relative 
to said catheter in said catheter receiving chamber to allow said catheter to be 
manually manipulated within said catheter receiving chamber so as to selectively 
extend said catheter from said receptacle. 

16. The catheter assembly of Claim 14 wherein said extension control means is 

constructed and arranged to permit said catheter to move in a first direction 
relative to part of said receptacle so that said projecting end portion of said 
catheter can be selectively manually pushed out of said recptacle while 
substantially preventing movement of said catheter in a second direction opposite 
said first direction to substantially prevent said projecting end portion of said 
catheter from being retracted back into said receptacle. 
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17. A prelubricated urinary catheter assembly for use in draining the bladder through 

the urethra comprising: 

a) a flexible receptacle defining a catheter receiving chamber therein; 

b) an elongate catheter received in said chamber having a projecting end 
portion for extension from said catheter receiving chamber in said 
receptacle; and, 

c) a prescribed quantity of lubricant; and 

d) lubricating means for causing said lubricant to be applied to said 
projecting end portion of said catheter for lubricating said catheter for use. 

18. The catheter assembly of Claim 17 wherein said lubricating means is constructed 

and arranged to cause said lubricant to be forced onto said catheter as said 
catheter is extended out of said receptacle. 

19. Hie catheter and package assembly of Claim 1 wherein said guide means comprises 

a preformed guide strip bonded to one side of said package adjacent said first end 
so that said guide member lies adjacent said sealed catheter receiving chamber 
in said package before said package is opened and extends across the opening in 
said first end of said package when said package is opened, said guide strip 
forming a guide recess thereacross located within said catheter receiving chamber 
and generally in alignment with said first axis of said package, said guide recess 
having a cross-sectional size and shape to slidably receive said catheter 
therethrough so that said catheter receiving opening is defined between said guide 
recess and said side of said package opposite said guide strip whereby said guide 
strip and that side of said package opposite said guide strip can be manually 
pressed together to cause said catheter to be gripped within said package and said 
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catheter will be released to freely slide through said catheter receiving opening 
when said guide strip and said opposite side of said package are released to 
permit said catheter to pass therethrough. 

20. The prelubricated urinary catheter and package assembly of Claim 13 wherein said 

elongate catheter receiving chamber has a cross-sectional size and shape along its 
length such that the largest cross-section of said catheter will pass therealong so 
that said package can be pulled along said catheter until that end of said catheter 
receiving chamber is located adjacent said drainage end of said catheter with said 
drainage end of said catheter still located within said catheter receiving chamber 
whereby said package acts as a draining extension to said catheter. 

21. A method of packaging urinary catheters of a prescribed length and with a 
projecting end for use in catheterizing patients comprising the steps of: 

a) forming a primary recess in a base sheet of material sized to receive said 
catheter therein where said recess has a first end and a smaller secondary 
guide recess within said primary recess adjacent said first end sized to 
slidably receive said projecting end of said catheter therethrough; 

b) placing one of the catheters in said primary and secondary recesses so that 
the projecting end of said catheter is located at said first end of said 
primary recess and lies within said secondary recess; 

c) depositing a lubricant in said primary and secondary recesses so that said 
lubricant extends from said first end of said primary and secondary 
recesses a prescribed distance toward the opposite end of said recess and 
so that the lubricant does not overfill said recess when said catheter is 
located in said recess; 
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d) placing a cover sheet of material over the base sheet of material so that 
said cover sheet covers said primary and secondary recesses; and, 

e) sealing the cover sheet to the base sheet around the primary and 
secondary recesses so as to form a sealed catheter receiving chamber with 
the catheter and lubricant therein. 

22. A method of using a urinary catheter carried within an elongate sealed package 
where the catheter has a projecting end located at a first end of the sealed 
package and a discharge end opposite the projecting end, where the catheter is 
in a generally straight configuration within the package, where the projecting end 
of the catheter passes through a guide passage within the package, and where 
lubricant is provided within the package about the projecting end of the catheter 
comprising the steps of: 

a) making a first opening through the first end of the package sufficient for 
the projecting end of the catheter to pass therethrough; 

b) making a second opening through the package in the vicinity of the 
discharge end of the catheter; and, 

c) after said first and second openings are made, manually extending the 
projecting end of the catheter out of the package by manually griping and 
releasing the catheter in the guide passage through the package and 
manipulating the catheter through the package. 



t 



WO 98/06642 PCT/US97/14130 

3/18 




WO 98/06642 PCT/US97/I4130 

4/18 




WO 98/06642 



PCT/US97/14130 



5/18 



WO 98/06642 



PCT/US97/14130 



6/18 




WO 98/06642 



PCT/US97/14130 



7/18 




WO 98/06642 PCT/US97/14130 

8/18 




WO 98/06642 PCIYUS97/14130 

9/18 




WO 98/06642 



10/18 



PCT/US97/14130 




WO 98/06642 PCTVUS97/14130 

11/18 




WO 98/06642 



12/18 



PCT/US97/14130 




WO 98/06642 PCT/US97/14130 

14/18 




WO 98/06642 



17/18 



PCT/DS97/14130 




WO 98/06642 



PCT/US97/14130 



18/18 




INTERNATIONAL SEARCH REPORT 



International application No. 
PCT/US97/14130 



A. CLASSIFICATION OF SUBJECT MATTER 
IPC(6) :B65D 83/10 
US CL : 2)67364 

According to International Patent Classification (IPC) or to both national classification and IPC 



FIELDS SEARCHED 



Minimum documentation searched (classification system followed by classification symbols) 
U.S. : 2067363, 364, 210; 604/171, 172; 383/200, 207, 209, 210 



Documentation searched other than minimum 



son to the extent that such documents are included m the fiekbtetidwd 



Electronic data base consulted during the international search (name of data base and, where practicable, search terms used) 



C DOCUMENTS CONSIDERED TO BE RELEVANT 



Category* 



Citation of document, with indication, where a p p ropria te, of the relevant passages 



Relevant to claim No. 



A 
A 
A 



US 3,035,691 A (RASMUSSEN ET AL.) 22 MAY 1962, SEE 
FIGS. 1-6. 

US 5,226,530 A (GOLDEN) 13 JULY 1993, SEE ENTIRE 
DOCUMENT 

US 3,648,704 A (JACKSON) 14 MARCH 1972. 

US 3,934,721 A (JUSTER ET AL.) 27 JANUARY 1976. 

US 3,967,728A (GORDON ET AL.) 06 JULY 1976. 



17, 18 

17, 18 

17 
17 
17 



□ 



are listed in the continuation of Box C. | | See patent family annex. 



tot* of 



tdtfkmg tl» gaooiaJ itoto of tho «rt which ■ not 



£m apptioajbon fata < 



•L" 



of 
do*«J at 



d oe— t which may throw tfcmbto oo priority cks»<») c 
cited to aitabhah fh* wubhjoation <tete of soother o itatm w 1 
■atrial riiiiQ («* apaoftad) 

dowrt rmS wtw% to oo oral diacferara, om, wtfaibiuoo < 



of, 
I to 
with ooaor c 



to iorvohr* as ■ 



dmmtrnA i 



prior to tJ 



J rOinft date bvt htor than 



nhar of th« mb« patoat family 



Date of the actual completion of the international search 
25 NOVEMBER 1997 



Date of mailing of the international search report 



42 DEC 1997 



Name and mailing address of the ISA/US 
Comniiin op c r of* Patents and TVsdflflBSffcs 
Boa PCT 

Waahegjoa. D.C. 20231 

No. (TO) 305-3230 



Authorized officer 

fr^David T. Rdei ^M^Spe^St 
Tefcphonc No. (703) 30S-1220 CftVVp J2D0 



Form PCI7ISA/210 (second sheet)(Ju)y 1992)* 



INTERNATIONAL SEARCH REPORT 



International application No. 
PCT/US97/14130 



Box I Observsaoets where certain claims wert found unsearchable (Continnation of Item 1 of first sheet) 



Thb intamnona] report baa not been established in respect of certain daunt under Article 17f2K») for (he following 
1. |~j Claims Nos.: 

1—1 because they relate to subject mailer not required to be searched by this Authority, namely: 



□ 



Claims Not.: 

because they relate to parts o f the International application that do not comp ly with the prescribed requirements to aucfa 
international search can be carried out, specifically: 



3. |_| Claims Nos.: 

because they sic dependent claims and are not drafted m accord an c e win the second and third acntences of Rule 6.4(a). 



Boa II Obsorranona where unity of fanreotion b jacking (Coaittnaatiop of Item 2 of flrat sheet) 
This International Searching Authority found multiple inventions in this international application, as follows: 
Please See Extra Sheet 



1- ["J Asalli«juiiedaoMitiotiala 

claims. 

2 - Q As ail aearehabJc claims could be aearched without effort justifying an additional fee, this Authority not mvite peynxnt 

of any additional fee. 

3. Q As only some of the reooiired additional search fees were timery pad by the applicant, this utonmtional aesrch report covers 
only those claims for which fees were paid, specifically claims Nos.: 



4 Qc] No required additional search fees were timely paid by the applicant Consequently, this international search report is 
restricted to the invention first mentioned in the claims; it is covered by claims Nos.: 
120 



Remark on Protest Q The additional search fees were accompanied by the applicant's protest. 

fjj No protest accompanied the payment of additional search fees. 



Form PCT/1SA/210 (continuation of first shcct(l))(July 1992)* 



INTERNATIONAL SEARCH REPORT 



International application No. 
PCT/US97/14130 



BOX II. OBSERVATIONS WHERE UNITY OF INVENTION WAS LACKING 
This ISA found multiple invention • as follows: 

This sppheatzen contains the fc Sewing inventions or groups of inveniiosi which are not so naked as to form a tingle 
inventive concept under PCT Rule 13.1. la order for all inventions to be searched, the appropriate additional search 
fees must be paid. 

Group I, claims 1-20, drawn to a package. 

Group II, claim 21, drawn to a method of making a package. 

Group HI, claim 22, drawn to a method of using a catheter. 

The inventions hated as Groups 1 and 11 do not relate to a single invective concept under PCT Rule 13.1 because, under 
PCT Rule 13.2, they lack the same or corresponding special technical features for the following reasons: The method 
docs not include the special technical feature of a guide means operativcly associated with said first end of said package 
and defining a catheter receiving guide passage within the catheter receiving chamber con fo r ming generally in size and 
shape to the proj ec tin g end of the catheter so that the catheter receiving guide passage remains scaled until the first end 
portion of the package is manually opened. 

The inventions listed as Groups II and III do not relate to a tingle inventive concept under PCT Rule 13.1 because, 
under PCT Rule 13.2, they lack the same or corresponding special technieai features for the following reasons: The 
method of packaging docs not include the special step of manually attending the projecting end of the catheter out of 
the package. 

The inventions listed aa Groups I and 111 do not relate to a single mventive concept under PCT Rule 13.1 because, 
under PCT Rule 13.2, they lack the same or corresponding special tectanoal features for the following reasons: The 
method does not include the special technical feature of a guide means operatrvcly associated with said first end of the 
p a cka g e and definin g a c at h et er receiving guide p a ssa g e within the catheter receiving chamber conforming generally in 
size and shape to the projecting end of the catheter so that the catheter receiving guide passage remains sealed until the 
first end portion of the package is manually opened. 



Form PCT/ISA/210 (extra aheet)(July 1992)* 



